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TO: Jeffrey D. Herzfeld, Sr. Vice President and General Manager	 
I 
I 

ARM NAME	 STREET ADDRESS 
f

I. Teva Parenteral Medicines INC 19 Hughes	 
CITY, STATE, ZIP CODE, COUNlRY	 TYPE ESTABUSHt.IENT INSPECTED 

I
. Irvine, CI, 92618	 Hanufacturer I 

This document lists-observaHonsmude-by the- FDA representative(s-)durillg the- inspection of yourfacility. They are inspectional
 
observations, and do not represent a final Agency determination regarding your compliance. If you have an objection regarding 8n
 
observation, or have implemented; or plan to implement, corrective action in response t-2-:ill· 0bB:~~!~tb~, Y01J may disc~1SS- the obj!~ctio!! Qf
 

action \vith the FDA rcpresentativc(s) during the inspection or submit this information to FDA at the address above. Ifyou have any
 
questions, please contact FDA at the phone number and address above.
 

I
000'"'' '''~rn",,~,"" M ~,~o,

QUALITY SYSTEM 

I
OBSERVATION 1

The quality control unit lacks responsibility to approve and reject all procedures or specifications impacting on the identity, 
strength, quality, and purity ofdrug products. 

Specifically, 

A.	 The ANDA submits for the "Validation of Aseptic Operations (Sterile Media Fills) are performed "To minimize the 
bioburden levels during the manufacturing process, strict aseptic manufacturing procedures are followed." "Aseptic 
media fill runs are performed in order to confirm the estab1i'!h~d_.?<;:l' to:'. $l111.!f~l:'~_~ri.ng._rrQ~~d~!-res-. ~~€'-d. by. th~.

((b) (4)company." "Process simulation runs (media fill runs) are perfonned at a minimum) to requalify the total 

I 
aseptic manufacturingoperations for the filling process" to suppa ility Assurance Validation" for the. 

I 
"validation. of Aseptic Fill and T.erminal Sterilization Processes for Small  Volume Parenteral Products". However, 
the company has not perfonned media fills since the original 1998 ANDA submission. 

I 
(b) (4)

B. The company has not submitted, for example, a Post Approval Change or a Change Bein.or the ANDA 
thatcH.hlttlsses-Hre'cessation ofaseptic media fills andlor provides the scientific rationale wilt rcspcc· o-thcccss-ation 
and impact on the "Sterility Assurance Validation" for the finished product. 

(b) (4)
C.	 The company has not submitted, for example Post A roval Change or a Change Being_orFA

(b) (4) (b) 
regarding the use of a BI challenge for th team steriliz1\tion proce",~· wi ... e,ss. ..RU. a pore. 

I 
(4)

population. I 
I D. MlR 09-003, 01/20/09 concerns an "Out of Trend" results for ba terial endotoxin from three vials of Finished 

(b) (4)Product lot #313105430A with positive gel-clot in dilutions The MIR was reviewed 
and signed by llle QuaHly Unil ou31U!09 subnritslne'impact on the product·alld·conective-actiOlras·Pollows. "Tlrore' 
is no impact to the products" and concerning the product test results, "Based on the above results, there is no 
corrective action. taken:.' In addition, "Note: QA reviewed the batch rec.ord to de~ennine if the manuf&cturing 
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TO: Jeffrey D. Herzfeld, Sr. Vice President and General Manager 
I ARM NAME STREET ADDRESS 

i

I 

Teva Parenteral Medicines INC	 19 Hughes 
CITY, STATE. ZIP COD€, COUNTRY	 TYPE ESTABUSHM8fT INSPECTED 

Irvine, CA 92610	 Hanufacturer 

process could have contributed to the high endotoxin. No area was identified" 2/06/09. Hovlever, the source and 
cause of the Propofol Injectable Emulsion bacterial endotoxin contamination remains to be unknown. 

E.	 MIR 09-015, 06/10/09 concerns the pooled samPle. customer complaint vials of finished product lot 
(b) #31305429B revealed an endotoxin concentration of Ulmg. The MIR was reviewed and signed by the 

I 
I 

(4)Quality Unit on 7/6/09 submits the corrective action a ws. "Since the root cause is unknown, no corrective 
action can be implemented". However. the source and cause of the Propofol 

I 
endotoxin contamination 
~.	 ~

Iniectal:M 
remains to be unknown. 

~ 

Emulsion bacterial I I

I
I

I.
OBSERVATION 2 

Testing and relea.se ~f drug product for distribution do not include appropriate laboratOly determination of satisfactory 

I
confunnance to thennat specIfications pnorto release. I 
Specif"",lly, there i. no aSSurance that Propofol Injectable Emulsion 1% 10 mg/ml 100ml is free of bacterial endotoxin. For 
example, 

A.	 Lot 31305429B faile.al endotoxin test on 7/15/2009 on retain samples. This lot met pre-shipment and post-
(b) (4)shipment release and nits were released for distribution on 2/18/2009. 

B.	 Lot _OB failed bacter.ial endotoxin test on 7/15/2009. This lot met pre-shipment and post-shipment release 
(b) (4)and nits were released for distribution on 2/26/2009. 

OBSERVATION 3 

l in-process materials are not tested for quality and purity and approved or rejected by the quality control unit during the
 
production process.
 

Specifically,
 

(b) (4)
A.	 Following the~icrofluidization Process, the non-sterile bulk solution is sampled to determine the level of 

bioburden. Ho~~ Quality Unithas not taken into consideration obtaining sampld of the nOil-ste,;le hulk SOlulion'l 
to determine the presence, and levels of, bacterial endotoxin prior to the aseptic filling process. 

B.	 ~i~~:;::~0~~~~~:~~~:s6~:iit~s:J'~:~~~:~:~k~:li~lf:i:~~;~~~~,,~t~~:~~~:~o;~..:~::;:i~~.t~e~~t~::,:~,t::@~~:~l~: 
filled vials to determine the pres,,,,ce, and levels of, bacterial endotoxin prior to the steam sterilization process. . 

I I 

I
DATE ISSUED 

SEE REVERSE	 I07/21/2009.
- OF THIS PAGE 
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OBSERVATION 4 

Acceptance criteria for the sampling and testing conducted by the quality control unit is not adequate to assure that batches of 
drug products meet appropriate statistical quality control criterla as a condition for their approval and release. 

Specifically, finished product sampling of Propofol Injectable Emulsion 1% 10 mg/ml 100.ot representative of the 
(b) batch_ced. For_mIe, the firm's sampling plan forLAL and Particulate Matter require nits to be pulled. Out of 

(b) (4) (b) (4)thos 'ts pulle nits are pulled for LAL bacterial endotoxin testing per SOP # -1022 titled "Bacterial 
(4)Endotoxms Test." The 0 owing Propofol 1Omg/miIOO ml batches were produced: 

(b) (4)
1. Lot 31305429B:lnits 
2. Lot 31305430B: nits 
3. Lot 31305431B: nits 
4. Lot 31301937B: nits 

OBseRVATION 5 

There is a failure to thorougWy review any unexplained discrepancy whether or not the batch has been already distributed. 

Specifically, Operational Deviation Report was not performed in accordance with SOP QPC-l0 I0 which states that "If you 
can find NO assignable cause, state what is not the root cause (I.e. what has been eliminated as possibilities)." The 
Operational Investigation Report PR ill 81190, dated 10/2512008, had no assignable root cause for the chipped vial of 
Propofol Injection 10mg/ml I-eemI lot 31303848B and had not eliminated other possibilities. This Operational 
Investigational Report was closed 10129/2008. Tn. ti_ jlw<l"~o-4Gll"wipgPropQfQl 101lli¥m1 lFQm-<l~8- to 
08122108: 'lSjI'Jv. 

(b) (4) lJ,W O::} 1'1-'dOt1 

OBSERVATION 6 

Investigations ofan unexplained discrepancy did not extend to other batches of the same drug product and other drug 
products that may have been associated with the specific failure or discrepancy. 

Specifically, the firm initiated investigation reports # 83109, 84180, 84184, 84224, and 88497 in November 2008 and 
January 2009 in response to "water found inside the vials during Propofol filling process". These 20wals with w 

(b) (b) were discovered as they were exiting the depyrogenatlon tunnel and prior to the filling machine on Lin.n Building 
(4) (4)

~~~S)OONA~E ~ OATEISSUED

Binh T Nguyen, Investigator . l-

Thoma~ J. Arista, Investigato IJ/J'.... - =-,. ~I....SEE REVERSE 

Kham Phommachanh Investigator~~t  07/24/2009
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OBSERVATION 7 r 
The responsibilities and procedures applicable to the quality control unit are not in writing. I
Specifically, there is no established written procedure to describe the review and approval of work orders penonned for 
routine and: on de:rrand·maintcrrance. an~'-.lctio~ equipment. For example, routine· a~d onde~and work orders 

I 
II 

(b) (4)for preventlve mamtenance and repaIr 0 achme on 01112/09 for batch 31305429B IS not reviewed by the QA 
unit. 

iOBSERVATION 8 i 
II Drug product production and control records, are not reviewed by the quality control unit to determine compliance with all 

I
established, approved written procedures before a batch is released or distributed.

I 
Specifically, during the manufacturing ofPropofol drug product, the production department clean room fill operators utilize 
SOP PF-1009, Att I "Production Department Information Log and Production Notes Down Timerrviechanical Issue" to 
document pump draw back settings, filtration rates, line speeds, and other information that the Production Department may 
utilize for building a product run history. This rccord is reviewed by QAduring in-process record review. However, this 
documentation is not submitted or included in the production batch record. The "Production Notes Down Time/Mechanical 
Issues" for lot #31305429A, dated 1/12/09 documents for example, "Bad Crimps" at varied intervals duriH§ tl", ;;appiH§ 
operations. However, the production batch records do not describe the same level of details as noted in the "Production 
"Notp~c;:"> whkh0nly note "('~prtef d.(".l:-J.y". 

FACILITITES AND EQUIPMENT SYSTEM 

OBSERVATION 9 

Equipment used in the manufacture, processing, packing or holding ofdrug products is not ofappropriate design to facilitate 
operations for its intended use. 

. Specifically, 

(b) (4)A .The June 200S·revalidations ofth'- sto mber RV08--0l5 estabH:;hv3 "The objecHve of this 
(b) (4) (b) revalidation was to demonstrate the a~the o reduce endotoxin and detergent residue and to 

I
EMPLOYEE(S) SIGNATURE (4) DATE ISSUED 
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I
(b) 
 

(4) (b) • The cyc es did not i.e(4) an evaluation with silicon to demonstrate a hacterial endotoxin reduction to achieve "a minimu..
log reduction meeting the acceptance criterion". In addition, (4)

I ... 
(b) (4) (b) 

1. The November 2oola.i. n fO.Stopper Washe-referenced in document number RV08-056, -,(b) (b) (4)

I 
establish that Cycle n nsi ."detlt CYcl~ silicoruzation" and "non-detergent with no

(4) (b) ization", res el (4). wever, for Cycle the (b) (b) _ (4)(4) . . ? .. . ,
(4).........' The cycles did not inc an eValUa'tion with silicon to demonstrate a bacterial 

(b) endotoxin reduction-to achieve "a minitnw. reduction meeting the acceptance criterion", 
(4)

2.	 Despite the review andcfinal- approval-by the-Directors-ofVaHdation, Microbiology, Co-mpOnl3iiL Prepa.fiti;ulJ Enid 
Quality Systems of the aforementioned 2008 Huber Stopper revalidations, Cycle. (b) is not a validated cycle. 

1	 No. SC99005: Concurrent Validation of Propofol Injectable Emulsion IOmglml, (Preserved with 
Microfluidization Process, sign off date May 25, 2000 submits (b) (4)

I 
(b) (4)

(b) (4) (b) (4)

I 
C. Th is used. toterminaHy sterilize the Propofollnjectable Emulsion flnishcdproducts. The 

ANDA su mlts t at m s. en.lzat.ion validation w.ill include th.e use. of coagUla!.'.'ogica.1 indicatorsl (b) (b) (b) (b) (b) with "8 minimnmof noreR". Howe.,ver, i.lSJ.2004 ~IJls.),,2005. nrnR),.2007 l,Os).anrl.in 200& 
(4) (b) 

BIIS
(4) (4) (4) (4)runs) the BI used for I vials consists of a pore pop=n. (Please hat the stea rilization cycle is
 

(4)designed or intended to reduce the levels ofbact
 na endotoxin). In addition, 

(b) (4)
1.	 During the will generate an alarm message that signals any aberrant events that may occur 

during routine steam sten IzatlOll process. Examples of some alarms include "chamber pressure lack", external' 

m
(b) (4)steam lack, phase time excess, sterilization temperature lack, circulatio.umP alarm, and sterilization time 

[ 
us ended, (please note that these are examples ofalarms and they are .. nded to be anal! incltisivdisl of

I 
(b) (4)
• _~_~~ _J ;2; e~~~~~~~~;:re~: ~::i~~~~U:~~Oo~ ~~~e~~~~;~1~rre~t~:i~t:O~~~t~~~~;~1i:t~~:i:~en:::~:~: 

that no corrective measures are needed in response to the alarm events. However, there is no established written 
procedure to describe the manner with which the assessment and triage of the steam sterilization proc.e-ssing 
alarms are performed. 

(b) (4) (b) (4)
2.	 Th_evalidatiOn of the empty chamber temperature uniformity use~morutor the 

tempera re 0 the autoclave interior. The establis~evalidation 0 (b) (4) utoclave 
(b) (4)Terminal Sterilization #QOV-I041 describe how th~ are positioned an secur 0 Ie eqUipiHcfili) 

EMPLOYEE(S) S1GNAlURE	 DATE ISSUED 

Binh T Nguyen, Investigator ~t'\' ... 
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I 
.....HILf-............ IIn. •. Hvn.....~~,,,.... \...,r, ,..... . .. (4)tuv "~ ~ 

, (b) A" ,  pIDCCdulC" do...s nOt-
. ud..... c..00 ." th.... mun. ......n, r \e.,-.tn ,,; h \"HI",l. "1.:,,, , tu", ...._cmPdutu,0'0 • '0 ..... ... I,·"",


PiOU,,", 

is secured to assure that the temperature monitoring probe does not contact any es. 
I 

ID (b) nicron filters used for nitrogen flush was not replaced with approved nitrogen fiI
(4) (b) (b) (

GP-1007 titled "Utility Filters f< roduction Equipment, dated 3/10/09." Th (4)(b) (4)i1ed bubb at less than  si final integrity testing on 612012008 at
 rop an was ) 
rep ace WIt unapprove
 on 6/16/2008 which also fuiled final integrity testing on (
8/22/2008. This nitrogen I er supp leS III rogen 0
 Ie mlCrotTuidizer during the processing of Propofol Injectable I. 

4Emulsion. From 06/16/08 to 08122/08, the firm produced the following numbers ofpropofollOmg/mllots
 
)

 (4)

LBS'BVATION 10 I
IAseptic processing areas are deficient regarding systems for maintaining any equipment used to control the aseptic I 
l~l~S. 

Specifically, the firm's investigations into (High "EffiCiency Particulate Air) HEPAfiitcr failure in aseptic filling rooms were
 

I
incomplete. For example:
 

I
I I 
I I 
I I
I

(b) (b) These HEPA filters in BUilding-inllWing room were "located in a critical area where the filling and stoppering 
£.roc:~~~P~~pofol

(4)
 (4)
drugaodU.S equip~e~t."

I 
- 'per or~ed" a~d."withi~th~ barrier .shield. overor.near the st?pperirtg 
lhe- l1l3PA Illter ill Lm (b) mpoundmg IS --lOcateO In a cntlcal area wnere me actual compounomg process IS oemg 

1performed." The HEPA (4) s were subsequently replaced. Out-of-Tolerance HEPA Reports were generated. However, the 

I;:;;:;::;;~~;;~~;~;o;;;;;;~;;.,cnn~::_;::~;r:;::i;:~;~~(b) (4)
(b) (b) (b) ;~~:.T~;~[~ (b) (4)

I
 
recently=~d(4)  (4) (4)

•.
during the previous periodic ce on in December 2008. An Out"of-Tolerance HEPA Report was 

EMPLOYEE{S) stGNATURE DATE ISSUED 
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firm filt~r (b) 
generated. However, the failed to perform a root cause evaluadon to determine why the  failed leak testing afie,_ (4)
months. 

I
I OBSERVATION 11 II 

I

I
Equipment and utensils are not cleaned and sanitized at appropriate intervals to prevent contamination that would alter the 
safety, identity, strength, quality or purity ofthe drug product: - I 

;~;;;,;,:~:;,o:;::~~oo:;::~~;~,:::;;:;;::;:~.::"~::,:::,~;,~,=,",,,oo "',~
(b) (4)

  "-~ .,
 
,- C.	 Washed and depyrogenated vial stoppers are off loaded from the_ash equipment with the use of a "I

o stainless steel so-called "carrier cart" prior to the vial stoppers . __ laced inside poly bags for steam 

I 
sterilization. The "carrier cart" is cleaned with 70% IPA. However, the 70% IPA is not intended to reduce the 1
presence of bacterial endotoxin. There is no record to document that the "carrier cart" is periodically cleaued 

[ D.	 ~nd sanit:ze~. , , . ., _ . _ _ __ . [ 

I 
rhe wasnea ana depyrogerratea vial stoppers are not routmely sampled to determme the level of bactenal -I 

endotoxin presence prior to steam sterilization. The silicone oil used for the vial stoppers is not sampled to 
determin<>the level of bacterial endotoxin. (please note that the-steam sterilization knot designed or intended 

" 
to reduce the levels of bacterial endotoxin.) 

I 

I	 
(b) (4) (b) 

E.	 An approximat-stainlell,stock pot" is used to manually transfer approximately-ters of bulk 
sOI.t~m (b) (4)ofth iter stainless steel mixing jacketed vessel to the top of~

(4) I
(b) (4)  following 

the icrofluidization rocess. There is no record to document that the stainless steel "stock pot" is 
pe cleaned and sanitized prior to use. 

B. There are a number of microbiology investigative reports (MIR) that report bacterial endotoxin recovery in various Water
 
For Injeetioncand-ReverseOsmosiSwater ports.. For example;
 

(b) (4)
MlR 08-042, 5/28108,WFTpo
 
MIR 08-061,7110/08, WFI po
 
MIR 08-075, 10/14/08, WFI P
 
MIR 08-083, 12/4/08, WFI po
 
MIR 08-044, 5/19/08, RO port
 
MIR OS-08!, I2/I108, RO port
 
MIR 09-001,01120109, RO po
 
MIR09~OJ(}, 5726109, ROport
 

DATE ISSUED 

Binh T Nguyen, Investigator
 

SEE REVERSE Thomas J. Arista, Investigator I:/~
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DISTRICT ADDRESS AND PHONE NUMBER	 DATE(S) OF INSPECTION 

19701 Fairchild	 107/13/2009 - 07/24/2009 
Irvine, CA 92612 FE! NUMBER

(949) 608-2900 Fax: (949) 608-4417 2027158 
Industry Information: www.fda.gov/oc/industry 

TO: Jeffrey D. Herzfeld, Sr. Vice President and General Manager 
ARM NAME	 STREET ADDRESS 

Teva Parenteral Medicines INC	 19 Hughes 
CITY, STATE, ZIP CODE, COUNTRY	 TYPE ESTABLISHMENT INSPECTED 

Irvine, CA 92618	 Manufacturer 

Tlrrective actions taken to add oval of bacterial endotoxin from the WFI and RO sample ports are to "flush 
(b) (b) (4)

fo minutes" and to wash ViR 1h asher rcspr.ctivc1y. However, thcrcols- nodatatovalirlatc·thata·"flush fo_ (b) 
(4)mi s" or washing the sampling p (b) (4) asher can remove or rednce the presence of bacterial endotoxin. (4)

C. The firm has not performed fogging validation study to snpport SOP # BMS-lOOI titled "Sterile Area Fogging 
Procedure)' 

D.	 The firm's cleaning validati. VAL285-1, Compounding Vessels and Associated Equipment in the Propofol (b) (4)
Compounding Area using th CIP (Clean-in-Place) system, approved 10/20/00 was inadequate in that the firm 
failed to show that the process emonstrates that after cleaning, the equipment microbial bioburden and endotoxin levels 
meet predetermined acceptable limits. The firm utilized tailings of previously produced Propofol batches to "soil" the 
equipment. There was no known initial bioburden or bacterial endotoxin levels present in these tailings or solutions used 
in the soiling ofthe equipment. There was no other activity to show that the cleaIfirlli dekrgenl; CP"3155, utiliced by the 
elP system is effective in the rednction of microbial biobnrden and bacterial endotoxin to predetermined acceptable 

I 
limits. 

OBSE~VATION 12 

Records are not kept for the cleaning and sanitizing ofequipment. 

Specifically, the Annual Evaluation of Antimicrobial Efficacy of routine Sanitizers against Cleanroom and Biobnrden 
isolates, Microbiology Report MR 09-032, approval date of02/24/09 establishes the following. "There are several cleaning 
solutions which have been qualified for use in Teva Parenteral Medicines in Irvine to sanitize the classified areas. The 
evaluation of the effectiveness of the cleaning' and sanitization agents used to clean the facility and the sanitlLatioli ageHl, 
nsed by personnel to sanitize their gloves prior to entering the manufacturing area have been qnalified and are challen 

(b) annually nsing the test tube study." The report concludes an efficacy of the varied sanitizers via "a contact time 0 
(4)minutes". However, there are no records to d.nt that the manufacturing areas and production equipment are expose (b) 

the sanitization solutions for "a contact time o.,inutes". (4)

OBSERVATION 13 

(b) 

(b) (4)
(b) (4) (b) (4) (b) 

(b) (4)(4) (b) (4) (4)

SlGNAlURE	 DATE ISSUED 

Binh T Nguyen, Investigator to
 
SEE REVERSE IThomas J. Arista, Investigator ./'-,.c,>--.~~-;-""."...,


¥..ham phom.rnachanh, Inves-tigator ~ n;<e>-.....~~	 07/24/2009
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
 
FOOD AND DRUG ADMINISTRATION
 

DiSTRICT ADDRESS AND PHONE NUMBER DATE(S) OF INSPECTlON 

19701 Fairchild 07/13/2009 - 07/24/2009 
Irvine, CA 92612 FElt/UMBER

(949) 608-2900 Fax: (949) 608-4417 2027158
 
Industry Information: www.fda.gov/oc/industry
 
NAMEANDl1TLE OF INDNlDVAL TCWI-lOt.1 REPORT ISSUED 

TO: Jeffrey D. Herzfeld, Sr. Vice President and General Manager 
FIRM NAME STREET ADDRESS 

Teva Parenteral Medicines INC 19 Hughes 
CITY, STATE. ZIP CODE. COUNTRY TYPE ESTABUSHMENT INSPECTED 

Irvine, CA 92618 Hanufacturer 

(b) (4)
finished product vials. 1OOml Ittiectable Emulsion finished prouuLi- referenced· in (b) Idi~ofol 

consumer complaints did not IIlC u e (b) (4)sampling for th__anufacturing capping area during there respective dates of (4)

I=::OR¥~'~M
OBSERVATION 14 

 
Each batch ofdrug product required to be free ofobjectionable microorganisms is not tested through appropriate laboratory 
testing. 

Specifically, the firm's SOP No. QML-I022 titled "Bacterial Endotoxin Test" is deficient in that: 

1.' There is no requirement for vortexing the finished product vial, Propofol; priorto sample pre 

1
(b) 

0 • 

(4)2. The firm did not follow USP <85 for Bacterial Endotoxin testinlln checking pH by mixing 
(b) (4)
3. There is no assurance that the heat block is protected from vibration during testing of bacterial endotoxin via the gel clot 
test method. 

PRODUCTION SYSTEM 

OBSERVATION 15 

Procedures designed to prevent microbiological contamination ofdrug products purporting to be sterile are not established 
and written. 

Specifically, the Surface Sampling of Personnel standard procedure #QML-1224 establishes "A monitoring program for 
personnel working in the sterile environment is necessary to maintain the proper environmental conditions for filling aseptic 
products." And, "The objective of this procedure is to maintain personnel surface levels within acceptable .iallevels to 

(b) assure minimal.probabili_duct contaminati.'ver, the procedureis-silent.with respect to ampHng.for (b) (4) (b) (4) (b) (4)persotmel working in the pping area room here is no -'mpling of personnel duri capping of 
(4)Propofol Injectable Emulsion finished products prior to steam sterilization_. 

RAW MATERIALS SYSTEM 

EMPLOYEE{S) SIGNATURE: OATEISSUED 

Binh T Nguyen, Investi..gator 

SEE REVERSE IThomas J. Arista, Investigat
- Kham Phom..rnachanh, Investi..ga 07/24/2009

OF THIS PAGE Joey V. Quitania, Investigat

FORM FDA 483 (O.w3) PltEVlOUS EDmoN OJ>SOLE"TE INSPECTIONAL OBSERVATIONS PAGE90FIOPAGES 

~ 

~J;, 
~<1?;:-~~-c;;'':1J",,:::::j::;hor 

tor ~ 'f/A"'Io"",...p,':;K,g.I.", 
or 



 (4)
(b) (4)

(b) (4)

I 

DEPARTMENT OF HEALTH AND HUMAN SERVICES
 
FOOD AND DRUG ADMINISTRATION
 

DiSTRICT ADDRESS AND PHONE NUMBER DATE(S) OF INSPECTION 

19701 Fairchild 07/13/2009 - 07/24/2009 
FEINUMBERIrvine, CA 92612 

(949) 608-2900 Fax: (949) 608-4417 2027158 
Industry Information: ~;.fda.gov/oc/industry 
NAME AND TITLE OF INDj'y'IDUAL TO\'JHOM REFORTISSUEO 

TO: Jeffrey D. Herzfeld, Sr. Vice President and General Manager 
FlRM NAME STREET ADDRESS 

Teva Parenteral Medicines INC 19 Hughes 
CITY, STATE, ZlP CODE, COUNTRY TYPE ESTABUSHMENT INSPECTEO 

Irvine, CA 92618 Manufacturer 

OBSERVATION 16 

Each lot ofa component liable to objectionable microbiological contamination is deficiently subjected to microbiological 
tests before use. 

Specifically, not all of the raw materials used in the manufacture of Propofol Injectable Emulsion finished products are 
'd' II t t d t d t ' th d I I fb t 'I endotoxin, For example, the 

re not sampled to determine t 
.. . " ,. 

EMPLOYEE"{S) S1GNAlURE DATE ISSUED 

Binh T Nguyen, Investigator
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